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Toronto Academic Health Science Network Research EthicsBoard of Record Continuing Review Form
Use this form if you are requesting a continuing review/ renewal and approval of this study.  If the study is either cancelled or completed (i.e. there is no further participant involvement, data collection, data transfer, data clarification, or access to participants' medical records), please instead submit a Study Closure Report Form. All other submissions, such as amendments, administrative changes, DSMB Meeting Minutes, or changes to investigators/study personnel, should be submitted separately.
 
Steps/Tips for submitting the TAHSN Board of Record (BoR) Continuing Review Form:
 
Participating TAHSN Institutions
If you have any questions about the TAHSN BoR process, please contact:TAHSN Board of Record NavigatorPhone: (416) 581-8590tahsnbor@uhnresearch.ca
 For more information, please refer to SOP004 - The Process of Continuing Review for Ongoing Research Studies 
Section 1: Basic Study Information
3. Lead REB/ Ethics Office:*
4. Lead REB Number:*
5. Review Type Requested:*Note: The final decision rests with the Lead Applicant's REB Chair. If this study us an FDA IND/IDE regulated study, please advise the REB whether this renewal requires Full Board REB approval. 
5.1 If Full Board review is requested, please explain:* 
6. Study Title:*
7. Lead Applicant:*
8. Please indicate which site(s) are included in this Continuing Review Form, including the Lead Applicant's site (A signed Site PI Attestation for each site must be submitted to the Lead REB with this form):*
Section 2: Summary of Recent Findings
1. Is there any new information in the literature, interim findings, or preliminary results that would change the rationale, procedures, study design, and/or risk/benefit profile for this study since the last review (example: changes in standard of care, new information about side effects, approval of another drug for this indication, etc.)?*
Section 3: Study Update
1. What is the current status of the study?*
2. Has the study been stopped, put on hold, or recruitment put on hold, etc., at any site for any reason?*
3. Summary of Participant Enrollment:*
If enrollment has begun, please complete the Retrospective and Prospective Study Data table(s) below as applicable. 
Add a new line for each site approved under the TAHSN Board of Record for this study.
Site (Including the Lead Applicant's)
Target number of participant charts or biological samples approved by the Lead REB to be reviewed (per original submission and/or amendment)    
Number charts reviewed/ specimens accessed to determine eligibility
Number of participant charts in retrospective chart review
Number of biological samples utilized for this study
Site (Including the Lead Applicant's)
Target number of participants approved by the Lead REB to be enrolled (per original submission and/or amendment)
Number of participants approached by the research team at the site
Number of participants consented by the research team at the site (should equal sum of the last 4 columns)
Number of participants consented, but have not yet started intervention/data collection.
Number of participants who have withdrawn their consent or have been withdrawn (example: screen failures, etc)
Number of participants currently receiving study intervention (example: study drug, tests, questionnaires, or procedures)    
Number of participants currently in post-intervention follow-up
Number of participants who have completed the study (including follow-up) and no further contact for study purposes is planned
4. Summary of Participant Withdrawal/Termination:*
If withdrawals or terminations have occured, please complete the table below. 
Add a new line for each site approved under the TAHSN Board of Record for this study.
Site (Including the Lead Applicant's)
Participant identifier (participant study number)
Withdrawn or Terminated (W/T)?
Date of withdrawal/ termination
Reason/ description of withdrawal/ termination (example: screen fail, lost to follow-up, etc.)   
Actions taken to ensure the participant's safety
1. If any participants have been withdrawn/ terminated from the study intervention prematurely or have withdrawn consent provide the reasons for the participant's withdrawal/ termination:*
Section 4: Protocol Amendment Summary
1. Have there been any protocol amendments since the last renewal?*
Date Submitted to REB
Protocol Version Number
Protocol Version Date
Health Canada Approval Required? (Y/N)    
Date Approved by the REB
Section 5: Consent Documents Summary
1. Please list the consent form(s)/ recruitment document(s) currently in use. If different consents are approved for use at different sites, please specify. Examples of letters include main, genetic, letter(s) of information, etc.:*
Consent Form
Site (select the applicable site or select "ALL" if the form is the same at all sites
Version Date
Date approved by the REB
Section 6: Study Monitoring
1. Has the study been monitored by the study sponsor, the Lead or Site institutions or others external to the research team since the last continuing review?*
Section 7: Serious Adverse Events (SAEs)/ Unanticipated Problems/ Reportable Events as Per REB Requirements
1. Has this study had any local SAEs since the last renewal?*
Site (Including the Lead Applicant's)
Participant identifier (participant study number)
Date of Onset
Description of Serious Adverse Event
Date Reported to the REB  
Outcome
Section 8: Data Safety-Monitoring Board (DSMB) Reports
1. Does the study have a Data Safety Monitoring Board (DSMB)?*
Date of DSMB Meeting Minutes Letter/ Report 
Date Submitted to the REB
Section 9: Conflict of Interest
1. Since the initial application or last Continuing Review, has there been any charge in the Conflict of Interest information provided to the REB for Investigators involved in this study?*
Section 10: Submission Contact 
1. Who is the main contact for this submission?*
DECLARATION BY LEAD APPLICANT:
I warrant that  this study will continue to be conducted in accordance with the Tri-Council Policy Statement Ethical Conduct for Research Involving Humans (TCPS2), the Ontario Personal Health Information Protection Act (PHIPA) 2004, my institution's by-laws/ policies, and other relevant laws, regulations or guidelines, (example: Catholic Association of Canada Health Ethics Guide, Health Canada Part C, Division 5 of the Food and Drug Regulations, Part 4 of the national Health Products Regulations, Medical Devices Regulations, and ICH/GCP Consolidated Guidelines E6). 
In addition, I affirm that all individuals from my site have completed the mandatory training and education (as applicable) in accordance with my institutional requirements.
Printed Name of Lead Applicant
Signature
Date
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